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DETAILED ACTION 



Continued Examination Under 37 CFR 1.114 

1. A request for continued examination under 37 CFR 1.114, 
including the fee set forth in 37 CFR 1.17(e), was filed in this 
application after final rejection. Since this application is 
eligible for continued examination under 37 CFR 1.114, and the 
fee set forth in 37 CFR 1.17(e) has been timely paid, the 
finality of the previous Office action has been withdrawn 
pursuant to 37 CFR 1.114. Applicants submission filed on April 
17, 2006 has been entered. 



Claim Rejections - 35 USC § 112 

2. The following is a quotation of the first paragraph of 35 
U.S.C. 112: 

The specification shall contain a written description of the invention, and 
of the manner and process of making and using it, in such full, clear, 
concise, and exact terms as to enable any person skilled in the art to 
which it pertains, or with which it is most nearly connected, to make and 
use the same and shall set forth the best mode contemplated by the inventor 
of carrying out his invention. 

3. Claims 1-10 and 12-25 are rejected under 35 U.S.C. 112, 
first paragraph, as failing to comply with the written 
description requirement. The claim (s) contains subject matter 
which was not described in the specification in such a way as to 



reasonably convey to one skilled in the relevant art that the 
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inventor (s), at the time the application was filed, had 
possession of the claimed invention. 

Claims 1, 7, 12, 19, 24, and 25, at least the limitation 
that the proximal section includes about 91 to about 95wt% 
polyoxymethylene and claims 1, 7, 12, and 19, also include the 
limitation that the proximal section includes about 5 to about 
9wt% polyether polyester. Narrowing the range of 
polyoxymethylene and polyether polyester in the proximal portion 
to a range between about 91 to about 95wt% and about 5 to about 
9wt% respectively is not described in the specification in such 
a way as to reasonably convey to one skilled in the relevant art 
that the inventors at the time the application was filed had 
possession of the claimed invention. In order to narrow the 
range there must be some specific support provided in the 
original specification and not every narrower range within a 
broad range is automatically supported. In particular, in the 
decision in In re Wertheim, 541 F.2d 257, 191 USPQ 90 (CCPA 
1976) , cited by the applicant, the original specification had 
specific examples within the broad range of 25%-60% of 36% and 
50%. It was these specific examples in combination with the 
broad range that provided support for narrowing the range to 
between 35% and 60%. Applicant's original specification 
provides no specific examples or any other values with a range 
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narrower than the originally claimed 80 to 95% and 5 to 20%. 
Therefore, the specification does not clearly disclose to one of 
ordinary skill in the art that the inventors considered the 
specific range to be part of their invention and is merely 
taking a broad invention taught in the original disclosure later 
filing claims to carve out a patentable portion that is not 
based on the originally filed invention. See MPEP 2163.05 III. 



Claim Rejections - 35 USC § 103 

4. The following is a quotation of 35 U.S.C. 103(a) which 
forms the basis for all obviousness rejections set forth in this 
Office action: 

(a) A patent may not be obtained though the invention is not identically 
disclosed or described as set forth in section 102 of this title, if the 
differences between the subject matter sought to be patented and the prior 
art are such that the subject matter as a whole would have been obvious at 
the time the invention was made to a person having ordinary skill in the 
art to which said subject matter pertains. Patentability shall not be 
negatived by the manner in which the invention was made. 

5. The factual inquiries set forth in Graham v. John Deere 
Co., 383 U.S. 1, 148 USPQ 459 (1966), that are applied for 
establishing a background for determining obviousness under 35 
U.S.C. 103(a) are summarized as follows: 

1. Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and 
the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent 
art . 



Application/Control Number: 10/750,586 Page 5 

Art Unit: 1772 

4. Considering objective evidence present in the 

application indicating obviousness or nonobviousness . 

6. Claims 1-10, 12-25, and 28-29 are rejected under 35 U.S.C. 

103(a) as being unpatentable over Itou et al (EP 1 068 876 A2) 

in view of Utsumi et al (USPN 5,258,160). 

Regarding claims 1, 24, 25, 28, and 29, Itou et al teach a 

catheter shaft comprising a proximal portion, a distal portion, 

and an intermediate portion between the proximal and distal 

portions (col. 3, 1.23-27). A first resin layer is arranged in a 

first region of the tubular member and consists of a first resin 

material disposed in a dense spiral or mesh and a second resin 

material disposed in a sparse spiral or mesh, and a second resin 

layer is arranged in a second region of the tubular member and 

consists of the second resin material disposed in a dense spiral 

or mesh and the first resin material disposed in a sparse spiral 

or mesh. The intermediate region between the first and second 

regions consists of the first resin material disposed in a 

spiral or mesh of a disposing density intermediate between the 

disposing densities in the first and second regions and the 

second resin material disposed in a spiral or mesh in a 

disposing density intermediate between the disposing densities 

in the first and second regions (col. 3, 1.27-45). The first 

region represents the proximal portion and the second region 
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represents the distal portion of the catheter shaft (col. 3, 
1.46-50). The first resin material has a flexural rigidity 
higher than that of the second resin material (col. 4, 1.23-25). 
Therefore, Itou et al teach that the proximal portion is 
predominantly a more rigid resin and the distal portion is 
predominantly a less rigid resin. After the spiral shaped 
material is disposed in the shaft the first and second materials 
are melted and mixed or fused and then solidified (col. 4, 1.26- 
33) . Therefore, the layer is a blend of the two materials. 
Specifically, with regard to claims 28-29, the proximal portion 
has a concentration of the more rigid material within the 
claimed range of 80 to 95% by weight and a concentration of the 
less rigid material within the claimed range of 5 to 2 0% 
(col. 10, 1.32-37). Specifically, with regard to claims 1, 24, 
and 25, as admitted by the applicant, Itou teaches the ratio 
between the rigid member and flexible member in the proximal 
portion to be in a range having a minimum of 90.9% rigid and 
9.1% flexible. Applicant's claims require about 91% to about 
95% of rigid and about 5% to about 9% of flexible material. 
About is not specifically defined in Applicant's specification, 
however, by claiming about the range is slightly less than 91% 
and slightly more than 95%. Therefore, one of ordinary skill in 
the art would have recognized that 90.9% is about 91% and 9.1% 
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is about 9%. Therefore, Itou teaches the ranges claimed. The 
distal portion has a concentration of the more rigid material 
within the claimed range of 5 to 20% and a concentration of the 
less rigid material within the claimed range of 80 to 95% 
(col. 10, 1.38-43). The intermediate portion obviously has a 
concentration of the more rigid material within the claimed 
range of 20 and 50% and a concentration of the less rigid 
material within the claimed range of 50 to 80%, since the 
concentration of the two materials are values between the values 
of the concentration of the respective materials in the proximal 
and distal portions. The materials chosen for the formation of 
the blend material are a combination of at least two material 
chosen form a group that includes polyoxymethylene and polyester 
elastomers (col. 9, 1.13-30), in which the polyester elastomers 
is described as a polyether polyester (col. 11, 1.46-53). 
Regarding claims 2, 8, 13 and 20, the catheter shaft further 
comprises an inner polytetraf luoroethylene tubular member 
disposed within the polymer blend shaft (col. 11, 1.19-31 as the 
base tube or col. 12, 1.24-33 as the low friction layer). 
Regarding claims 3, 9, and 15, the catheter shaft further 
comprises a braided metallic support member disposed between the 
inner polytetraf luoroethylene tubular member and the polymer 
blend shaft (col. 11, 1.57 - col. 12, 1.11). Regarding claims 5-6 
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and 17-18, the catheter shaft further comprises a distal tip 
coupled to the distal portion of the catheter shaft made 
completely from the less rigid material (col. 3, 1.19-22). 
Regarding claim 7, the claim includes the limitations of claim 
1, which is discussed above in addition to providing claimed 
ranges for the flexural modulus of the individual sections of 
the catheter shaft. The polymer blend forming the catheter 
shaft in which the more rigid material forming the majority of 
the proximal portion has a flexural modulus between 8,000 and 
25,000 kg/cm 2 , which overlaps the claimed range of 210 to 380ksi 
for the proximal portion, and the less rigid material forming 
the majority of the distal portion has a flexural modulus 
between 100 and 4 000 kg/cm 2 , which overlaps the claimed range of 
less than 30ksi (col. 9, 1.44-57). The intermediate portion 
obviously has a flexural modulus that falls within the claimed 
range of 3 0 to 90ksi, because the intermediate portion contains 
a substantial amount of both of the materials and therefore, 
would have a flexural modulus intermediate of the flexural 
modulus for the proximal and distal portions. Regarding claim 
12, the claim is a generalized recitation of claim 3 already 
taught above. Regarding claim 14 and 21, the inner layer 
comprises polyethylene (col. 11, 1.19-31 as the base tube or 
col. 12, 1.24-33 as the low friction layer). Regarding claim 16, 
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the support member includes a coil (col. 12, 1.4-6). Regarding 
claim 19, Itou et al teach that the catheter shaft taught is 
used in the manufacture of a balloon catheter (col. 23, 1.21-32) 
having the limitations of claim 2 shown above, and would 
necessarily have a balloon coupled to the distal portion of the 
outer tubular member in order to be considered a balloon 
catheter. Regarding claim 22, the inner tubular member defines 
a guidewire lumen extending therethrough (col. 12, 1.41-47). 
Regarding claim 23, the balloon catheter obviously contains an 
inflation lumen between the inner tubular member and outer 
tubular member because the catheter is a balloon catheter and 
balloon catheters require an inflation lumen. 

Itou et al fail to explicitly teach that polyoxymethylene 
is chosen as the more rigid material and that the polyether 
polyester is chosen as the less rigid material. However, Utsumi 
et al teach that in the art of forming catheters having a 
varying rigidity longitudinally throughout the catheter, 
polyester elastomer such as polyether polyester taught by Itou 
et al is commonly used as a the flexible material, and 
polyoxymethylene taught by Itou et al is commonly used as a 
rigid material. One of ordinary skill in the art would have 
recognized that Itou et al teach that polyoxymethylene and 
polyether polyester are materials that are used in the formation 
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of the polymer blend layer of the catheter of Itou et al and 
that polyoxymethylene is a known torque transmitting material 
for formation of rigidity varying catheters and that polyether 
polyester is a known flexible material for formation of rigidity 
varying catheters, as taught by Utsumi et al . 

Therefore, it would have been obvious to select 
polyoxymethylene as the more rigid material of Itou et al and 
polyether polyester as the less rigid material of Itou et al , 
since polyoxymethylene is known in the art as a commonly used 
rigid material for this particular purpose and polyether 
polyester is known in the art as a commonly used flexible 
material for this particular purpose, as taught by Utsumi et al, 
and it would be obvious to select materials form the group 
taught in Itou et al to produce the catheter shaft of Itou et 
al. 

Regarding claims 4 and 10, Itou et al teach that the 
proximal portion, intermediate portion, and distal portion 
define a total shaft length and that the lengths of the 
individual regions depend on the shape, kind, etc., of the 
catheter, and are not particularly limited (col. 26, 1.10-12). 
Itou et al goes on to teach the lengths of the regions with 
regard to one particular type of catheter, in which the proximal 
portion (formed of regions 22 and 23 combined) is 580 to 1150 
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mm, the intermediate portion (region 24) is 20 to 80mm, and the 
distal portion (region 25) is 5 to 20mm (col. 26, 1.12-20). Note 
the region 26 is the distal tip. It would have been obvious to 
one having ordinary skill in the art at the time Applicant's 
invention was made to select the lengths of the individual 
portions within the claimed ranges, since the lengths would be 
determined based on the size, kind, type, etc., of the catheter 
and based on the fact that the cited example teaches length 
ranges that overlap with the claimed ranges. 



ANSWERS TO APPLICANT'S ARGUMENTS 

7. Applicant's arguments regarding the 35 U.S.C. 103 
rejections of claims 1-10 and 12-25 over Itou in view of Utsumi 
have been fully considered but they are not persuasive. 

In response to Applicant's argument that Itou fails to 
teach the claimed ranges of about 91% to about 95% 
polyoxymethylene and about 5% to about 9% polyether polyester in 
the proximal portion of the catheter shaft. By claiming about 
91% to about 95% the range includes values slightly less than 
91% and slightly greater than 95%. Since about is not 
specifically defined in the specification, one of ordinary skill 
in the art would expect that about would be defined based on 
what values would round up to 91% and down to 95%. Therefore, 
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the claimed range is determined to define at least 90.5% to 
95.49%. Applicant has admitted in the remarks that Itou teaches 
a ratio of 1:0.1, which is a value of 90.9% and 9.1%. In the 
same manner the claimed about 5% to about 9% is determined to 
define at least 4.5% to 9.49%. Thus, the ratio taught by Itou 
of 1:0.1 teaches values that fall within the claimed ranges. 

Conclusion 

Any inquiry concerning this communication or earlier 
communications from the examiner should be directed to 
Christopher P. Bruenjes whose telephone number is 571-272-1489. 
The examiner can normally be reached on Monday thru Friday from 
8 : 00am-4 : 30pm. 

If attempts to reach the examiner by telephone are 
unsuccessful, the examiner's supervisor, Harold Pyon can be 
reached on 571-272-1498. The fax phone number for the 
organization where this application or proceeding is assigned is 
571-273-8300. 
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Information regarding the status of an application may be 
obtained from the Patent Application Information Retrieval 
(PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status 
information for unpublished applications is available through 
Private PAIR only. For more information about the PAIR system, 
see http://pair-direct.uspto.gov. Should you have questions on 
access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free) . If you would 
like assistance from a USPTO Customer Service Representative or 
access to the automated information system, call 800-786-9199 
(IN USA OR CANADA) or 571-272-1000. 
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